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2 (57) Abstract: Expandable stent for insertion into a body passage having a mesh structure of interconnecting portions (6) joined 
together by joining portions (5). The stent, when inserted into said body passage, is adapted to dissolve into smaller parts, wherein 
^ the joining portions dissolve faster than the interconnecting portions. In a preferred embodiment the joining portions are made fix>m 
a first material and the interconnecting portions are made from a second material different from said first material, wherein the first 
material dissolves faster than said second material. 
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Title 
Stent 

Field of the invention 
5 The present invention relates to an expandable stent according to the preamble 
of the independent claim. 

The present invention relates generally to the field of expandable stents for 
insertion into vessels in the body, and particularly to dissolvable stents being 
10 made of a metal that dissolves by corrosion inside the body vessel and to 

disintegrating stents being made of two metals with different electrochemical 
potentials, thereby forming a galvanic element in which an electrochemical 
reaction occurs that constimes the metal having the lower electrochemical 
potential. 

15 

Background of the invention 

A nimiber of different stents have been proposed for the stenting of a blood 
vessel that has been occluded. A widely used type of stent consists of an 
expandable metal mesh. This type of stent may be further divided into self- 

20 expanding stents and non-self-expanding stents. 

The self-expanding stents can be made of a mesh material that changes to a 
larger- size configuration upon heating to body temperature. Examples of stents 
of this type may be found in US-6,071,308. Other self-expanding mesh stents 
are made of a resilient material, which can be flexed down into a small diameter 

25 tube and held in place in this configuration until it is released, at which time the 
mesh expands to the larger configuration. 

The non-self-expanding stents are often expanded by use of an inflatable 
balloon, which is placed inside the mesh being in the small diameter 
configuration and which is then inflated, thereby expanding the mesh to the 
30 large diameter configuration. The balloon itself is then deflated for removal, 

while the metal mesh is left in the expanded configuration. For examples of non- 
self-expanding stents, see US-5,799,384 and the international application WO- 
0189417. 



wo 03/063733 PCT/SE02/02365 

2 

Some of these expandable metal mesh stents are combined with an expandable 
polymer layer, which may be positioned on the inside of the e3g>andable mesh, 
on the outside of the expandable mesh, within the interstices of the expandable 
mesh, or any combination of inside, outside and within the interstices of the 
5 e?q>andable mesh stent. A stent of this type is, for example, shown in US- 
5,968,070, wherein the polymer layer may consist of e3q>anded 
polytetrafluoroethylene (PTFE). As disclosed in, for example, US-5, 160,341, it is 
also possible to use a polymer layer made of a resorbable polymer, such as 
polylactic acid homopolymers, polyglycolic acid homopolymers, or copolymers of 
10 polylactic acid and polyglycolic acid. 

One advantage with expandable metal mesh stents is that their small diameter 
in the pre-expanded state allows easy insertion into narrow vessels. However, 
after the expansion, the metal mesh stents are difScult to remove since tissue in- 

15 growth occurs over time, and, in practise, the stents are normally left inside the 
blood vessel. The main complication associated with the stenting of a stenosis in 
a blood vessel is the risk of having a restenosis, in which case a new stenosis 
develops at the same position as the first one, i.e. a new stenosis is growing 
inside the inserted stent. Several types of stents have been suggested to handle 

20 this severe problem, including drug-delivering stents and radioactive stents. 
E^xamples of drug-delivering stents may be foimd in US-6,206,195, while 
examples of stents for radiotherapy may be found in US-6, 192,271. 

Nevertheless, there is still a substantial risk of having a restenosis following the 
25 stenting of a coronary artery. In this case, a second stent is normally inserted 
and expanded inside the first one, which obviously reduces the diameter of the 
second stent in its expanded configuration as well as the inner diameter of the 
re-stented blood vessel. 

30 Further, when a stent is placed permanently inside a coronary artery, the 

continuous stress from the beating of the heart may cause the wall and edges of 
the stent to damage the vessel wall. This damage can lead to arterial rupture or 
aneurysm formation. Also, a stent adapted to be permanently implanted within a 
blood vessel is continuously exposed to the flow of blood inside the vessel, which 

35 may lead to thrombus formation within the blood vessel. Stents made of 
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absorbable materials (see e.g. US-5,306,286) have been proposed in order to 
overcome these problems. A disadvantage with such stents is that they are 
difficult to e:^and, i.e. they are of the self-expandable type. They have also a 
limited capabUily to withstand the compressive pressure exerted by the blood 
5 vessel in their expanded configuration. 

A biodegradable polsnneric stent haviag a programmed pattem of in vivo 
degradation is disclosed in US-5,957,975. The stent comprises a substantially 
cylindrical element having two open ends and a plurality of different regions 
10 where each region has a desired in vivo lifetime. 

And finally, US-6,287,332 discloses an implantable, bioresorbable vessel wall 
support, in particular a coronary stent, that comprises a combination of metal 
materials which dissolves in the human body without any harmful effects on the 
15 person that wears the implant. The combination of metal materials can be an 

alloy or a local galvanic element. No specific structure of the stent is disclosed in 
US-6,287,332. 

It would therefore be desirable to provide a stent that combiaes the 
20 expandability and structural integrity of the metal mesh stents with the 

advantages of the absorbable stents. Such a stent would allow easy insertion 
into the blood vessel and yet being expandable enough to expand the blood 
vessel to the desired volume. The stent shotild also avoid the complications 
associated with permanently implanted stents by becoming dissolved or 
25 disintegrated. A stent having these characteristics would allow stenting of a 

restenosis, with the final inner diameter of the re-stented blood vessel being the 
same as after the first stenting operation. 

Furthermore, a blood vessel provided with a stent in the longer term will loose 
30 some of its elasticity. An absorbable stent that relatively quickly and in a 
controllable manner looses its mechanical strength would enable, in an 
advantageous way, the blood vessel to rapidly regain its elasticity. 
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Siim Tnar y of the invention 

The object of the present invention is to provide an expandable stent, which 
dissolves or disintegrates inside a blood vessel after a predefined time. 

5 In a jBrst embodiment, the stent comprises a mesh made of a metal that 

dissolves by corrosion in the environment prevailing within the blood vessel. 

In a second embodiment, the metal mesh is made of at least two metals having 
different electrochemical potentials, thereby forming an active galvanic element. 
10 In the galvanic element, an electrochemical reaction occurs, which consumes the 
metal having the lower electrochemical potential. If the joints of the metal mesh 
are made of the metal having the lower electrochemical potential, these joints 
wiU dissolve, which leaves the rest of the mesh in a disintegrated configuration. 

15 In a third embodiment, a more generalised stent, is disclosed, having a mesh 
structure of interconnecting parts joined together by joining parts that, when 
inserted into said body passage, is adapted to dissolve into smaller parts, 
wherein the joining parts dissolves faster than the interconnecting parts. 
Preferably, the joining parts and the intercoimecting parts are made from a first 

20 and a second material, respectively, wherein the first material dissolves faster 
than the second material. 

The above-mentioned object is achieved by an expandable stent and by a method 
according to the independent claims. 
25 Preferred embodiments are defined in the dependent claims. 

Brief description of the drawings 

Figure 1 shows a first embodiment of an expandable metal mesh stent according 
to the invention. 

30 Figure 2 shows a second embodiment of an expandable metal mesh stent 
according to the invention. 

Figure 3 shows the stent of figure 2 in a disintegrated state. 
Figure 4 shows a fourth embodiment of an expandable metal mesh stent 
according to the invention. 
35 Figure 5 shows a cross-section of the stent of figure 4. 
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Figure 6a illustrates a modification of a third embodiment of the present 
invention. 

Figures 6b and 6c illustrate the third embodiment of the present invention. 
Figures 7a-7c illustrate a variant of the third embodiment of the present 
invention. 

Detailed description of the preferred ft mhnHiTnftntR 

Figure 1 illustrates a first embodiment of an inventive stent. In figure 1, a stent 
1 comprises a mesh 2 made of metal that corrodes in the environment prevailing 
inside a vessel. By choosing a suitable metal, it is possible to control the time 
elapsed xmtil the stent is dissolved by corrosion inside the vessel. Obviously, this 
time depends on the physiological and chemical characteristics of both the 
vessel itself and the fluid flowing inside the vessel as well as for how long time it 
is necessary to support the stented vessel. A perhaps natural choice of metal 
would in this case be iron, or possibly an aUoy of iron and a small amount of 
chromium or nickel in order to make the stent more resistant to corrosion, i.e. 
prolong the time before the stent is dissolved inside the vessel. In practise, the 
choice of metal or alloy may be tailored to the actual application. 

A second embodiment of an inventive stent is illustrated in figure 2. Here, a 
stent 3 comprises a metal mesh 4, which comprises two component parts, 
joining 5 and interconnecting portions 6. If the joints 5 are made of metal having 
a lower electrodiemical potential than the metal of the interconnecting portions 
6, an active galvanic element is created, with the fluid inside the vessel acting as 
an electrolyte. This galvanic element drives an electrochemical process, in which 
the metal having the lower electrochemical potential is consumed, which, in this 
case, means that the joining portions 5 of the mesh 4 are dissolved, thereby 
leaving the mesh 4 in a disintegrated configuration. This disintegrated 
configuration is shown in figure 3. As is well known, the kinetics of corrosion 
reactions may in actual practise differ firom that predicted by electrochemical 
potentials in standard electrochemical series. When deciding metal 
combinations, one must therefore also take into account the characteristics of 
the vessel in question. 
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In the second embodiment described above, the joining portions 5 could, for 
example, consist of 2dnc while the interconnecting portions 6 consist of iron. 
With this material combination, the whole stent 3 would eventually be dissolved 
since the interconnecting portions 6 would dissolve by corrosion when the 
5 joining portions 5 have been consumed in the electrochemical process of the 

galvanic element. Another possibility is to make the mesh 4 of a first metal, such 
as iron, and then provide a layer of a second metal, such as gold, having a 
higher electrochemical potential at the joining portions 5. This configuration 
would create an electrochemical process in which the first metal (e-g. iron) is 

10 consiuned beneath the layer of the second metal (e.g. gold). This combination 
would yield the same disintegrated configuration as shown in figure 3, the only 
difference being the small remainders of the second metal at the joining portions 
5. In practise, the remaining amounts of the second metal can be made 
negligible small. As before, the specific materials and material combinations can 

15 be tailored to the desired time before disintegration of the stent. It is, of course, 
also possible to provide the two metals at other positions than the joints and 
straight portions of the mesh, which would leave the disintegrated stent in some 
other configuration than the one shown in figure 3. Further, the metal mesh 
could be made of more than two metals with diBferent electrochemical potentials. 

20 If, for example three metals were used, two different galvanic elements would be 
created, which provides additional possibilities to adapt the disintegrations rates 
of the metal meshes as well as the disintegrated configurations to the specific 
application conditions. 

25 A more general third embodiment of the present invention is illustrated by 
fibres 2 and 3, and by figures 6a-6c and 7a-7c. 

By using the same reference signs, in figures 6a-6c and 7a-7c, as in figure 2 the 
generalised expandable stent 3 comprises a mesh structure 4 of intercoimecting 
portions 6 joined together by joining portions 5. 

30 

According to this third embodiment the joining portions are made firom a first 
material and the interconnecting portions are made from a second material 
different firom said first material, wherein the first material dissolves faster than 
said second material. 
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By using this mesh structure the stent dissohres in such a way that the 
longitudinal structural integrity initially is decreased and that the longitudinal 
structural integrity decreases faster than the radial structural integrity 
decreases. The radial structural integrity is related to the forces exerted by the 
5 stent towards the body passage wall. Thereby the flexibility of the stent in the 
longitudinal direction of the body passage gradually increases but the support of 
the body passage wall remains more or less unchanged for a longer time. 

Figures 6a-6c and 7a-7c illustrate the degrading procedure, 

10 

In figures 6a-6c a stent having a mesh structure comprising hexagonal cells is 
illustrated. 

In a modified third embodiment illustrated in figure 6a some of the 
interconnecting portions 6' are made fi-om the same material as the joining 

15 portions. These modified interconnecting portions 6' are located in a plane 
perpendicular to the main direction of the body passage and by arranging a 
number of these ring-shaped structures along the stent, the flexibility of the 
stent in the longitudinal direction is thereby increased. The support of the body 
passage wall remains more or less imchanged for a longer time due to the 

20 remaining smaller parts. Hie distances between the ring-shaped structures of 
joining portions influence the sizes of the smaller parts into which the stent 
initially degrades. These remaining smaller parts may then have an essentially 
cylindrical shape, but they may also be more or less ring-shaped. 

25 Figures 6b and 6c illustrate the third embodiment with no modified 

interconnecting portions where the joining portions just have been dissolved 
(figure 6b) and where the structure of the intercoimecting portions 6 of the stent 
is more or less broken (figure 6c). 

30 According to a preferred alternative of this third embodiment the joining portions 
are made fi*om a said first material that is a resorbable polymer. 

Although illustrated as essentially being straight the intercormecting portions 
may also have other shapes, e.g. being curve-shaped. 

35 
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In this third embodiment the joining portions and interconnecting portions may 
also be made of different metals, a first metal and a second metal, respectively. 
These metals have different electrochemical potentials, thereby forming a 
galvanic element that drives an electrochemical process in which the first metal 
5 is consumed inside said body passage leaving the stent in smaller parts, which 
have cylindrical shapes or a ring shapes. 

In figures 7a-7c a stent having a mesh structure comprising quadratic or 
rectangular cells is illustrated. In figure 7a the stent, comprising interconnecting 

10 portions 6 and joirdng portions 5, is shown prior implantation, and in figure 7b 
the degrading procedure has come to the point where the joining portions have 
degraded but the intercoimecting portions are left more or less unchanged. In 
the phase of the degrading procedure illustrated in figure 7c the remaining 
structure of the interconnecting portions of the mesh structure are beginning to 

15 be dissolved. 

The invention also relates to a method of manufacturing stents by direct laser 
cutting firom a singje metal tube. For the inventive purposes, this method could 
be applied on a tube made of two metals. Figure 4 illustrates a stent 7, which 

20 has been laser-cut to a desired mesh structure 8. As is shown in cross-section in 
figure 5, the stent 7 is made from a metal tube comprising a first layer 9 of first 
metal, such as stainless steel, and a second layer 10 of a second metal, such as 
platinum, the second metal having a higher electrochemical potential than the 
first metal. For clarity of illustration, the two layers have been enlarged in figure 

25 5. In practise, the second metal would have been applied as a very thin layer 10 
on the outside of the tube. As an alternative, the second metal could be applied 
on the inside of the tube. With this configuration, laser cutting or other 
conventional manufacturing methods, such as etching, can be applied as for a 
stent made firom a single metal tube. Furthermore, such a stent would exhibit 

30 essentially the same mechanical properties, as a stent made of the first metal 
only. The latter is, of course, only valid before and immediately after 
implantation in a vessel, i.e. before the start of any electrochemical process. 



35 



In this context, it should be noted that the normal corrosion process also is an 
electrochemical process, and if two or more metals are used in a stent, one (or 
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all) of the metals will corrode and dissolve due to the normal corrosion 
mechanism, in addition to the corrosion driven by the galvanic element as 
described above. It should also be noted that it is possible to obtain ^'internal" 
galvanic elements if granules or small cells of a second metal are present in a 
first metal. The second metal may be present naturaUy in the first metal or may 
be implanted into the first metal by means of some suitable technique such as 
sintering. Obviously, the same effect would arise if the metal of which the stent 
is made comprises more than two metals with diflferent electrochemical 
potentials. Such internal galvanic elements would accelerate the normal 
corrosion process and would also provide a further possibility to control the 
disintegration of the stent. With appropriate choice of metals, the same effect 
may also be utilized if an alloy or a compound of two or more metals is used for 
the manufacturing of the stents, 

FinaUy, it should be noted that herein the term ''expandable*' encompasses both 
self-expanding and non-self-expanding mesh stents. 

Although the present invention has been described with reference to specific 
embodiments, also shown in the appended drawings, it will be apparent for 
those skilled in the art that many variations and modifications can be done 
within the scope of the invention as described in the specification and defined 
in the following claims. 
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Claims 

1- Expandable stent for insertion into a body passage having a mesh 

structure of interconnecting portions (6) joined together by joining portions (5), 
characterized in that said stent, when inserted into said body passage, is 
adapted to dissolve into smaller parts, wherein the joining portions dissolves 
faster than the interconnecting portions. 

2. Expandable stent according to claim 1, characterized in that the 

and that the joining portions are made from a first material and the 
interconnecting portions are made from a second material different from said 
first material, wherein the first material dissolves faster than said second 
material. 

3- Expandable stent according to claim 1, characterized in that the 

mesh structure makes the stent to dissolve in such a way that the longitudinal 
structural integrity initially is decreased. 

4. Expandable stent according to claim 3, characterized in that the 
longitudinal structural integrity decreases faster than the radial structural 
integrity decreases. 

5. Expandable stent according to claim 4, characterized in that the 
radial structural integrity is related to the forces exerted by the stent towards 
the body passage wall. 

6. Expandable stent according to claim 1, characterized in that said 
smaller parts have an essentially cylindrical shape. 

7. Expandable stent according to claim 1, characterized in that said 
smaller parts are essentially ring-shaped. 

8- E3q>andable stent according to claim 1, characterized in that said 

first material is a resorbable polymer. 
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9. Expandable stent according to claim 1, characterized In that said 
interconnecting portions being straight, 

10. Eixpandable stent according to claim 1, characterized in that said 
interconnecting portions being cnrve-shaped. 

11. E^andable stent according to claim 1, characterized in that said 
joining portions are made of metal. 

12. Expandable stent according to claim 1, characterized in that said 
interconnecting portions are made of metal. 

13. E3q)andable stent according to claim 1, characterized in that said 
joining portions and interconnecting portions are made of different metals, a first 
metal and a second metal, respectively. 

14. Expandable stent (3; 7) according to claim 13, characterized in that 
said first and second metals have different electrochemical potentials, thereby 
forming a galvanic element that drives an electrochemical process in which the 
first metal is consimied inside said body passage. 

15. Expandable stent (3; 7) according to claim 14, characterized in that 
the first metal is consumed in said electrochemical process after a pre-defined 
time inside said body passs^e. 

16. E3q>andable stent (3; 7) according to dlaim 14, characterized in that 
the second metal dissolves by corrosion inside said body passage. 

17. Expandable stent (3; 7) according to claim 14, characterized in that 
the second metal dissolves by corrosion after a pre-defined time inside said body 
passage. 

18. Expandable stent (7) according to claim 13, characterized in that 
the second metal is provided as a thin layer on the first metal. 
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19. Expandable stent (7) according to claim 13, characterized in that 
the second metal is provided as a thin layer on selected parts of the first metal. 

20. Expandable stent according to claim 13, characterized in that the 
second metal is provided as granxiles or ceUs within the first metal. 

21. Ebq>andable stent according to claim 13, characterized in that the 
first metal and the second metal are in the form of an alloy or a compomid. 

22. Expandable stent according to any of claims, characterized in that 
the stent comprises more than two metals, all of which have different 
electrochemical potentials, thereby forming galvanic elements that each drives a 
respective electrochemical process in which the metal having the lower 
electrochemical potential is consxmied. 

23. Expandable stent according to claim 1, characterized in that the 
joining portions and the interconnecting portions are made fi-om the same 
material. 

24. Expandable stent according to claim 23, characterized in that said 
material is a metal. 

25. Expandable stent according to claim 24, characterized in that said 
metal dissolves by corrosion inside said body passage. 

26. E:^andable stent according to any of claims 23-25, characterized 
in that the joining portions dissolve faster than the interconnecting portions. 

27. E^andable stent according to claim 26, characterized in that the 
joining portions have a higher porosity compared to the interconnecting 
portions. 

28. Expandable stent according to claim 26, characterized in that 
joining portions have a smaller radial thickness as compared to the radial 
thickness of the interconnecting portions. 
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29. Expandable stent (1; 3; 7) according to claim 24, characterized in 
that said metal dissolves by corrosion after a pre-defined time inside said body 
passage. 

5 

30. Method for the manufacturing of an esqjandable metal stent 
according to claim 1 that comprises a first metal and a second metal, the second 
metal having an electrochemical potential that differs from the electrochemical 
potential of the first metal, characterized in that the metal stent (7) is made 

10 firom a tube of the first metal, the outer surface and/ or the iimer surface of the 
tube being coated with a layer of the second metal. 



31, Method according to daim 30, further characterized in that the 

tube, which is made of the first metal, is coated with layers of several metals, all 
15 of which have different electrochemical potentials. 



32. Method according to claims 30 or 31, characterized in that said 

manufacturing involves laser cutting or etching. 



wo 03/063733 



1/4 



PCT/SE02/02365 




Fig. 3 



wo 03/063733 



2/4 



PCT/SE02/02365 




Fig. 5 



wo 03/063733 PCT/SE02/02365 

3/4 




Fig. 6c 



wo 03/063733 



4/4 



PCT/SE02/02365 




Fig. 7c 



INTERNATIONAL SEARCH REPORT 



International application No. 

PCT/SE 02/02365 



A. CLASSIFICATION OF SUBJECT MATTER 



IPC7: A61F 2/06, A61L 27/58 

According to International Patent Classification (IPC) or to both national classificatibn.and IPC 



B. FIELDS SEARCHED 



Mimmum documentation searched (classification system followed by classification symbols) 

IPC7; A61F, A61L 



Documentation searched other than minimum documentation to the extent that such documents are included in- the fields searched 

SE,DK,FI»NO classes as above 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



EPQDOC, MEDLINE 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



P.X 



DE 10125999 Al (BIOTRONIK MESS- UND THERAPIEGERRTE 

GMBH & CO.), 21 November 2002 (21.11.02), column 4, 
line 10 - line 34, figures 1-2 



DE 19945049 Al (MEYER, J6RG), 22 March 2001 
(22.03.01) 



US 6287332 81 (ARMIN BOLZ ET AL), 11 Sept 2001 
(11.09.01) 



US 2002/0004060 A (BERND HEUBLEIN ET AL), 
10 January 2002 (10.01.02) 



1,3-12,23-29 



1-32 



1-32 



1-32 



I I Further documents are listed in the continuation of Box C j ){| See patent family annex. 



* Special cfitegqsies of dted doGuments: 

"A* document defining the general state of the art which is not considered 

to he of particular relevance 
'E* eaiiier qsplication or patent hut puhlis(hed on or aiter the intematianal 

filing date 

'V document whicSi may throw doubts m priority daim(s) or which is 
dted to estabUsh &e publicatioa dale of another dtaticn or xrther • 
spedal reason (as spedfied^ 

"O* document referring to an oral disdosurei use, exhiUtlan or oflier 



*P.* document published prior to the intemaliona] filing date hut later than 
the priority date daimed 



T' later document publidied after tiie intematianal filing date or pnarity 
date and not in conflict wilh the ^ndicadian but dted to imderstand 
the piindple orlheary imdeii^ng ine inventioni 

'X' document of particular relevance: ihe daimed inveuiion cannot be 
considered novel or cannot be considered to involve an inveitfive 
step when the document is taken alone 

* Y* document of particiflar relevance: the daimed invendon cannot be 
considered to involve an inventive step when the document is 
combined with one or mare other such documents, such conlbination 

being obvious to a person skilled in the art ' 

document member of the same patent family 



Date of the actual completion of the international search 



12 March 2003 



Date of jnailing of the international search report 

1 8 -03- 2003 



Name and mailing address of the ISA/ 
Swedish Patent Office * 
Box 5055, S-102 42 STOCKHOLM 
Facsimile No. + 46 8 666 02 86 



Authorized officer 

Leif Brander/iEls 

Telephone No. + 46 8 782 25 00 



Form PCT/IS A/210 (second sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 

Int'onnaUon on pateat &mily members 



30/12/02 



Int^Sational application No. 

PCT/SE 02/02365 



Patent document 


Publication 


Patent family 


* -Publication 


dted in search report 


date 


member(s) 


date 



DE 10125999 


Al 


21/11/02 


NONE 








DE 19945049 


Al 


22/03/01 


NONE 








US 6287332 


Bl 


11/09/01 


DE 


19856983 


A 


30/12/99 








EP 


0966979 


A 


29/12/99 


US 2002/0004060 


A 


10/01/02 


NONE 









Form PCTT/IS A/210 (patent £amily annex) (July 199S) 



